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lnt«T»tftte And F^retgn Cocaerct 
COMittee 

Dear Hr« Chairman: 

Th^ Attached report of the SubcODui ttec on Oversight and 
Inv«»tigati9n5 focu»e» on i^sue^ raUed by the marketing of cov 
eercially prepared infant for»ula» that wer« nutritionally di^fi- 
ci«ntr In thi» context^ the report exa»£0e» the »cope of FDA 
authority to protect the public^ and the aanner in whi^h the FDA 
carried out its responsibilities vith vespect to product recalls* 
jtoraovar^ the rfport reviews existing standards and regulations 
for infant formulas as well as the canner in whUh the aanufac* 
facturer perforned in this instance* 

Our investigation found that over one hundred infants becane 
ill**so»e severely so—as a result of having been dependent on the 
fonnila for a period of tiae* Fortunately^ there were no known 
deaths* However^ the long ten effects of extended use are unknown* 
In evaluating the actions of FDA and the aanufacturert Syntext the 
&ibco»ittee found that they had passed over * ntnber of opportuai* 
tieJ to take action that would have aininlzed or even prevented this 
tragic affair* For exasfple^ the FDA maintained outmoded Standards 
for the composition of infant foivula* Mor«over» its internal pro- 
cedures were defective in that the health experts were unilaterally 
overruled by compliance officials* And. the FEA was lackadaisical 
In its approach to the recall of the deficient product allowing it 
to remain on the market thrfe months after it was determined to be 
life- threatening* As for Syntex, it faUed to perform tests for 
nutritional adequacy during a critical interval> an actiofi that re* 
suited in the preparation and release for sale of chloride-deficient^ 
mislabeled infant formulas* 

The Subcommittee recommends that Congress enact legislation to 
create a separate category of food known as infant formula; that 
infant formula xast contain all nutrients recognised as essential; 
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th&t it be test«!4 &t critical tiii«£ for nutritional adequacy; snd, 
rhit the FSA be fiven the Ability to Inspect records of infjrnt 
fonuU ««nuf«eturer»* Ifopefuiiyi the report vill i^si»t ^ur 
CoiMlrtee'} Subcoaaittee on Kealth and EnvircnMeat in irs consldera- 
rio3 of le$l»l«tive re>e4ie£ to address this potentially »erioa» 
fituat«^n* 

Further^ the Subcoviittee recomond^ certain changes in Fiu 
procedures. And finally^ becauso of the apparent vioUtion» of the 
Food) Drug and Comotie Aet, the Subcoaolttee is referring this aat* 
ter to the Justice I>eparteenr Jn order to seok a prosecutive opinion* 

In clo»in£f I nould like to tako thi» opporruniry to aeknovlodge 
Mith appreciation rhe excellent eontTibution of Dr* Kenneth Gardner* 
vho has been serving as a Congressional Science Fello* on the staff 
of the Subco«iittee* Or* Cardnor, a faculty meiiber at the Medical 
School of the (University of ^fotf Moxico* has provided expertise and 
Invaluable assistance during the course of this Investig^itiott* 



/ Sob Eckhardt 
Oiairaan 
Subcomlrtee on 
Ovtrsighr and Investigations 
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INFANT FOEMXJLA: OUR CHILDREN NEED 
BETTER PROTECTION 

Proloous 

"Infant formulas are uniquely important to the health of 
this Nation, Many infants are ^iven formulas as the sole 
source of nutrients for the first several months of their lives. 
Their proper development and health is determined to a 
lar^e extent by the quality of nutrition they get during this 
critical time, 

^T regard regulation of infant formulas as among the most 
important responsibiUties of FDA, There is no mat^in for 
error in their coinposition and production^" {Statement of 
Dr« Jere Goyan, FDA Commissioner, issued on the eve of the 
subcommittee's hearing*] 

The statement of the newly appointed Commissioner reveals ttn 
understan<ling of the absolute necessity for healthful infant formulas. 
At the same time, however, it stands m stark contrast to the FDA's 
inept performance when the agency was cajled on to deal with a life- 
threatening situation involving infant formulas. Indeed, an equivalent 
degree of sensitivity was not immediately evident in the Uommis* 
sioner's own testimony. The subcommittee is hopeful that the near^ 
tragic circumstances of the episode at han<l will heighten future FDA 
and manufacturer performan^ to levels matching the wonls of the 
Commissioner, 

I, 1NTR0DUCTIO^^ AKD METHODOLOOr 

Commercially prepare<l infant formulas provide feeding alter-^ 
native or supplement to babies who are intolerant of cows' milk and 
whose mothers <lo not breast feed. The composition of these formulas 
is establishe<l by their manufacturers. Ph)(Iucts utilizing a soyabean 
base are especially pot>ukr, as evidence<l by the fact that m the United 
States there are an estimated 20,000 infants on scnr-^based formulas 
at any given time. The composition of these formulas is tt matter of 
public interest. 

In 1967, the Committee on Nutrition (CON) of the American 
Academy of Pediatrics (AAP) proposed standanls for the composi- 
tion of manufactured infant formula.^ It did so in anticipation of a 
review by the Food and Drug Administration (FDA) of all foods 
designed for special dietary use, including infant formulas. In 1971, 
the FDA acte<l pursuant to its authorities under Chapter IV of the 
Food, Drug an(f Cosmetic Act and promulc:ate<1 standanls for the 
composition of infant formula. These stan<lants were similar to those 
proiJOsedJjy the Committee on Nutrition,* 

'Amerkan Ac«kin7ofP»llatrie9Commmee«flNulTllkw:Ft«P<^«h Dr« Admln- 

l»tr«rUm tft<iwlon« t&nctming fonnula prodticlf and t1t*nilii>inlnef«l dlfUiy iuppwn«nis lb/ liwmu. 

tCFBf tD5.»*101«&(t«71). 

(1) 
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In 1974, ex{>ert$of the AAF examined the need for new recommen<la^ 
tions concerning the composition of infunt formulas. Developments in 
the field of nutrition were indicating: that nutrients midit adversely 
interact with one another, that vegetable rather thr.n milk protein was 
becoming: increasingly tH>i)ulnr iis a formula base, and that there was 
a ^owinjT need for untiormity in standanls of compositioni 

In 1976, the AAP's Committt*e publishetl revisett nutritionnl stan<l- 
anls for infant formulas,* FDA refrulationSt however, were not 
updated then or at anytime since its 1971 action. Current FDA stands 
anis for the composition of manufactured infant formulas, therefore, 
do not reflect the latest professionally recommende<l minimum levels 
for essential nutrients, nn<) this played a part in the near tragic events 
described in thisreport. 

The Subcommittee on Oversight and Investigations entered an 
investigation of soy base<l formula products at the request of two 
subcommittee memoers. Congressman Kon Mottl, Democrat of Ohio, 
and Congressman Alt>ert Gore, Democrat of Tennessee. Their request 
was based upon a Washington, D.C, television Ingram, ^'The 
Investigators'\ The program charged that two baby formulas manu* 
factured by Syntex Laboratories* Inc. — Neo-Mull-Soy an<l Cho- 
Free^-were nutritionally inadequate, that clinical illness was accom- 
panying their use, and tnat cans of the formula could still be found on 
store shelves well after ^ recall shoukl have been completed.^ 

The subcommittee examined the specific recall of these products as 
well OS more general issues and allegations surrounding infant formulas. 
The subcommittee sought answers to the following questions: 

1. What was the relationship between the use of these products 
and resulting clinical illnesses, an<l how severe were the health 
effects? 

Did FDA carry out its responsibilities for tletermining the 
need for and the monitoring of the recall in an expeditious ard 
approimate fashion? 

Does the FDA have adequate authority to protect the public 
in inci<lents of this ldn<l? 

4. Did the manufacturer carry out its responsibilites in an 
expe<Utious and appropriate fashion? 

5. Are existing stan<lards and regulations for infant formulas, 
inclu<ling premarket ingredient testing, adequate? 

6. Are infant formulas a unique category of food that require 
treatment distinct from other foods under the Food, Drug and 
Cosmetic Act? 

n. summaev of fi>:dinos akd conclusions 

A. Tlie Subcommittee on Oversight and Investigations finds that 
the Food and Drug Administration: 

l- _Performedwitli respect to the recall of Cho-Free and Neo-Mull- 
Soy in a manner which approached total disregar<l for the health antl 
safety of the affected infants. 

(a) The classification assigne<l to the recall by FDA conipliance 
officials was improper. FDA scientific experts (Health Hazanl Evalua- 
tion Board) unanimously concluded that the sustained use of cldoride*- 
defictent Cho-Free ami Neo*Mull-Soy could cause serious health 

>P«JlBtriC5,vol.iT»No.2. Ffbhianr liffejjjn.i:^e-28&<h*rdnan«dt«l as AAP SlantlnM)*), 
* Press Ktlow; "tinhy Fofmnlti; Tj»e limtn hanm"* wnc-T\'» Oct. 2*. 1*79. 
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consequences or deatfi. However, FDA comp|iance officials oTerruled 
this Judgment and instead of designating a iOlass I recall, which life* 
threatening situations require, designatad the recall Class 11, signi- 
fying that illness from use of these products was reveisiUe or remote. 

(h) FDA monitoring of the recqjl was inordinately delayed. The 
recaU commenced on August 2, 1979, hut FDA oversight of recall 
effectiveness did not begin until October 24, 1079, 

(c) The level which the FDA estahlished to gauge the effectiveness 
of the recall was inadequate* FDA directed that a Level C effectiveness 
check be implemented to evaluate the recall's impact. It required that 
only 10 percent of consignees be contacted for evidence of compliance. 
In fightof the !ife threatening determination made by the FDA Health 
Hazard Evaluation Board, the level of effectiveness check was not 
appropriate; it did not insure that all of the hazardous products were 
removed from the maiket. 

2. Betained regulations for the nutritional composition of manu* 
factured infant formulas that are outdated and allowed unsafe for- 
mulas to be matketed* If the FDA had adopted the nearly four^year 
old recommendations of the AAF's nutritional experts, and s{>ecified 
chloride minimums in its regulations, the events described in this 
report might not have occurred. 

JB* The Suhcommitfee finds that Syntex Laboratories, Inc. of Palo 
Alto, Calif.: 

L Marketed, as Neo-MuU-Soy and Cho-Free, synthetic, soy^based 
* infant formulas that contained deficient concentrations of an essential 
nutrient, chloride. The formulas caused life^threatening disease when 
used as a sole source food. Because chloride is an essential nutrient 
that should be included in infant formula and because Syntext failed 
to include adequate amounts of chloride in Neo-Mull-Soy and Cho- 
Free, the formula was "unfit for food'' and had a "valuable constituent 
omitted''* Therefore, the subcommittee concludes that ^ntex prod-* 
ucts were adulterated in apparent violation of section 402 of the Food, 
Drug and Cosmetic Actr 

2. Placed labels on cans of Cho-Free that indicated chloride concen* 
trations were 9 milliequivalents per liter of final formula. In fact, 

, chloride concentrations were substantially lower. The subcommittee 
% concludes that Cho^Fiee was mislabeled as to chloride content, in 

apparent violation of section 403(a) of the Food, Drug and Cosmetic 

Act, 

3. Placed labels on cans of Neo-MuU-Soy which, while not listing 
chloride, listed salt (sodium chloride) in an amount sufficient to yield 
a chloride concentration of 5.1 mil^equivalents per liter (quart) of 
final formula. Analysis of the product aisclose<l a chloride concentro* 
tion of 2.5 milliequivalents per liter (Jquart). The subcommittee con-* 
eludes that Neo*Mull^y was mislabeled, in apparent violation of 
section 403(a} of the Food, DrU^and Cosmetic Act. 

4. Placed m the Physicians Desk Belerence (PDB) a statement 
that Cho-*Free formula contains 9 milliequivalents of chloride per 
quart of properly <Iiluted product. Chloride concentrations were far 
less* The statement finds uiat the PDB statement was inaccurate 
and misleading and was in apparent violation of section 403(a) o^ 
the Food, Drug and Cosmetic Act. 

5« Placeel in the Physicians Desk Beference (PDB) a statement 
that Cbo'Free formula (with its listing of 9 milliequivalents of chloride 
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per quart) is the same as Nco-MuU-Soy except for carbohydrate con- 
tent* This statement led physicians to the erroneous conclusion that 
Neo-MuU-Soy contained adequate chloride concentrations. The subr 
committee finds that the FDR statement was misleading and in n^- 
parent violation of section 403(a) of the Food, Drug and Cosmetic 
Act. 

Marketed Cho-Free and Neo-Mull-Soy which were apparently 
adulterated and misbranded as defined by sections 402 an(r403 re- 
spectively, of the Food, Drug and Cosmetic Act The subcommittee 
therefore concludes that Syntex is in apparent violation of section 
301(a) of the Food, Drug, and Cosmetic Act Section 301 (a) prohibits 
introducing into interstate commerce any food^ drug, device or cos- 
metic that is adulterated or misbranded* 

7, Failed to cooperate \nth the Food and Drug Administration to 
the extent necessary to assure aj^roi)riate Agency monitoring-of the 
recall of chloride deficient products from consignees' shelves. 

C. The subcommittee further finds that, v:it\i respect to manu- 
factured infant formulas, a need exists to: 

L Strengthen current requirements for comiMsition. 

2. Mandate testing for nutritional adequacy before marketing and 
after Bny change in the manufacturing process. 

3. Establish more stringent procedures for recall. 

Ill- SUMMARY OF RECOM JCENDATTOKS 

The Subcommittee recommends: 

(A) That Congress enact legislation to — 

L Create a separate category of food designated ^'infant fonn^ 
ulas'% to include only those products that are intended to provide 
a nutritionally adequate diet to normal infants. ^ / 

2. Require that infant formulas contain all nutrients recognized 
as essential. . * * * 

3. Require that a product contain these essential nutrients 
before permitting the label, "infant formula". 

4. Bequire that all infant formulas be tested for their nutri- 
tional aclcquacy before marketing and after any change in the 
manufacturinp: process. 

5. Bequire that recalls of infant formula products be conducted 
as class I recalls, the FD-A classification i\*hich recognizes a po- 
tential for serious adverse health consequmces or death* 

6. Grant FDA authority, in infant recall situationsi to inspect 
manufacturer's records and to enforce compliance Mith recall 
tlirectives.^ 

7. Beguire tiiat 100 percent of consignees be contacted during 
monitoring of infant formula rccallsi a procedure defined as a 
^'t^vel A effectiveness check*' by FDA* 

(B) That the FDA— 

1* Establish procedures that more precisely integrate decisions of 
its Health Hazard Evaluation Boanl mto the classification of recalls. 
These procedures must preclude administrative downgrading of adeter^ 
mination by the Boards unless by express action of the Commissioner, 

2. Bsview and clarify its procedures and regulations relating to the 
classification and the p^ormance of effectiveness chedcs on recalls* 
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FDA adminis^atiTe mocbaiusms must iiidure *hat manufacturers 
understand their-T«spoBsibilities in a recall an<l that monitoring is 
perfonned oxneditiously and adequately. 
3. Establish f^cedures that require that consignees — 

a. be promptly notifiod of infant formula recalU, 

b. acKOowled^ tbe^have been notified, and 

c. provide Teri£cation tbat they bavo complied. 
(C) That the Departinent of Justice — 

1* Beview the record of the Neo-Mull^y and Cho-Frte cases and 
provide a prosecutive opinion with respect to apparent violations of 
sections 301 (b), 402 ancf 403(b) of the Food, Drug and Cosmetic Act, 
or any other Federal law, 

IV, CASE STUDY— NEO-llULLrSOT AND CHO-FREB 

On November 1^ 1979, the Subcommittee held a public bearing 
concerning two infant formula products, Neo-MuU-Soy and Cho-IVeer 
At the hearing, evidence was presented that these two products bad 
seriously deficient chloride levels* According to testimony, use of the 
infant formula prior to August 1, 1979 was associated with at least 26 
documented cases of hypochloremic metabolic alkalosis,^ a chemical 
abnormality of the body caused bj^ deficient chloride intake* One 
'witness, Dr. Shane Roy, a pediatric nq}hrologist from Memphis, 
Teun*i who was one of the firstphysicians to deduce that nutritionally 
inadequate formula was at fault, described three cases from bb prac-* 
tice/ He had diagnosed the fii^t case on June 20th and the third in 
late July 1979* He considered the occurrence of three such cases 
within a period of one month in one geographic area to be highly 
unusual. Dr. Bo^^ realizing that all thi^ patients had been on Neo- 
MuU-Soy as then* sole source of nourishment, telephoned his findings 
to Synte?c Laboratories, Inc. on July 24, 1979, an<l inquired if other 
cases ivere linke(i to tise of Syntex formula/ Syntex responde(i tht^t no 
other coses had been reported* On July 26th Syntex contacted Dn Boy 
to tell him that four additional cases had come to its attention; two 
from Staten Island, New York, one from Kentucky, and one from 
Memphis^ Tennessee. 

On July 26, 1979, the Memphis-Shelby County Health Department 
in Mempliis, Tennessee reported the hospital a<)m]ssions of Dr. Roy's 
patients to the Center for Disease Control (CDC), an agency within 
the Department of Health, Education and Welfare (HEW)^^ Following 
receipt of this information, implicating Neo-Mull-Soy as the cause 
of dangerously lov: low blood levels of chloride and potassium, the 
CDC surveyetl l>ediatric nephrologists throughout the country,' 
Thirtj'-one cases of alkalosis were uncovered by the CDC; 26 were 
associated with the use of Neo-Mull-Soy.'** 

The Food and Drug Administration and the manufacturer. Syntax^ 
were thereafter notified of the findings of CDC." On August 1, 1979 

**'fn(^t Frtnnttl»'^li*ttrtniwbetor»lhf SiitKwnmiU«oft Owsiftht and inTWtJuBtlnns* Cwnmittwon 
Serial Ko. 06 79 <h«»Jnftft«rclte<l v Ihvim) at p. 0. 
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Syntax convened n small meeting of pedhitric nephrologists and sub- 
sequently announced a recall of its infnnt formulas.'^ The recall 
documents were approved by the FDA and went into effect on Au- 
gust 2, 1979.'^ 

The events leading to the recall u'ere established from testimony 
atthehearingand from uTitten reports obtained from FDA: 

(a) In late 1977 Syntex, on its own violation, discontinue<l analyses 
for chloride on its soy-based infant formulas^ Cho-Fme and Neo- 
MuU-SoyJ* '5 

(b) Beginning in March-April 1978, the company reformulate<l 
these products and voluntarily discontinued aclding salt (sodium 
chloriue) in an effort to reduce sodium content.'*'^ 

(c) When the Svntcx formulas were cited in the pathogenesis of 
clinical illness by Dr. Roy and others in July 1979, the company 
retrospectively analyzed samples from 1978-79 of formula.'® They 
found that most lots were deficient in chloride.*^ Kim<lom iinalyseis 
by FDA and private laborat ories confirmed the finding.^ ^ For example, 
01 more than 90 lots processe<l during the first 192 riays of 1979fand 
anaiyze<l by Syntex, the majority contained one-thinfor less of the 
AA^-recommenjletl minimum chloride concentration,^^ Only four 
of 99 lots contained chloride in amounts that approximated the AAP 
recommended minimum of 11 millieqiiivalents of chloride per liter 
of formula.^ 

(d) As of August 31, 1979, about 100 cases n-ere diagnosed in a 
registry compiled by CDC.^* 

V. THE BBCALL 

A* FDA autkoriiy and procedures 

The Food an<l Drug Administration has defined policies and pro- 
cedures for product recalls. Kecalls are undertaken voluntarily by 
nwiniifftcturers an<l distributors, or at the request of FDA, when the 
agency considers a product to be in violation of the laws it administers. 
'Ihe FDA docs not have the authority to mandate product recalls. 
When the FDA requests a recall under its administrative regidations, 
it has no authority to impose sanctions against a firm that refuses to 
cany out the recall. While it can obtain a court order directing it to 
seize any product that it regulates^ the FDA has viewed this process 
as cumbersome im<l has rarely invoked it. 
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This study is limited to an exAminntion of FDA recall procedures 
AS it relates to infant fonn\ilas. However, it does raise anew the need 
for brond recall powers for the FDA*^ 

B. Secatt aciions 

The FDA, by approvine the documents of Syntex on August 2, 
1079f established that the chloride deficient products would be removed 
through the voluntary recall process. The FDA could have sought a 
court ordered seizure, but did not choose that pathway. While it is 
not clear whether seizure was seriously considered by the FDA^ the 
subcommittee believes that in life-threatening situations, court ordered 
seizures should olwa^ be considered as an option. 

Once a decision is made to follow the voluntary process^ FDA 
regulations call for a recall strategy to be established^** Recall st^'ateffv 
requires that four critical actions be taken: (1) eval atlon of nealth 
hazard by an ad hoc committee, (2) designation of the class of recall 
(i.e.f class I, class II, etc.), (3) designation of the level of depth to 
which recall is to be pursued, and (4) creation of a program to verify, 
through checks, the efTettiveness of the recall* 

In the Cko^Free—NeO'Midl'Soy case^ the level of recall depth ex- 
tended to the consumer, a level considered appropriate by the Sub* 
committee because of the life-threatening danger of the products. 
In contrast, the Subcommittee saw reason to question decisions made 
by FDA complianee officials in relation to the remaining three cate* 
gories of recall strategy. 

L Aciionby the Hmtk Hazard Evaluation Board in the CkO'Frec and 
Neo-MvU-Soy Recalt.— FDA r^gulato^J' procedures call for the Di- 
rector of the Bureau of Foods to select a group of scientists who will 
evaluate the level of health hazard of a product being considered for 
recall Based upon this evaluation, FDA administrative officiab assign 
a classi6cation to the recall.^ 

Dr John Vanderveen, Director, Division of Nutrition^ Bureau 
of FoodSf FDA, uiio was a member of the Board in this instancef 
testified before the Subcommittee that he initiated the convening of 
the Health Hazard Evaluation Board of the FDA on August 2, 1979.^* 
Dr Vanderveen reported that at this meeting the Board voted unan- 
imously to declare the soy protein infant formulas manufactured 
by Syntex Laboratories^ Inc. a potentially life-threatening sub-acute 
hazard^^ The following document presents the minutes of that August 
2d meeting. 

i)Th« SiibcotttntItte« on OTecsJgbt and Inr^tlntt^ns. In Its Report on ReguUtory Retomt (**F«dwl 
Efgillallonand Rffulatory R«ronn'\Mtb C«nKl«». October 197^ PFt^^jK^ 0 eiamlntd tb«ls«iteof ikaIIs 
TetatiT« tocanlla^pncen)»k«rs. In tiiftt report Ih^ Subcotmn It rt^stAtra IhMl " ..Mler^thnt th«acenc;* 
r«cfttl proc«diimfflthoiiUb« AppraPr^btestatutorys^ppoTltSAnlntiT^^ifTe rAVtodtalwitblllf ftndd«Mb 
issues/' Furthmnore* ibe Subwmmltlet nol*d lh»i In i^u iha U«ts* COfmmlMee on GOTemmtnt Opcr** 
tlont (tlscnssed this point and l^ued a r«poii calling for FDA lo r^vjtw Ibe nc«d for additional Ittnslatlon 
on r««all r Rectdl ProctduresoMbe F«odand Dmg AdmintstTalion,^* Committee on Oovemment Oper** 
tloni. U.S.n<yuMOf ltepre«entailTe»i llou!t« Pepoii9(2K'^. October ]!>7l) Siibseouem to ihtM reports. tb« 
FDA h«d not 9«(tr«s3]Teiy souRbt recall antborlty. lu fact* on Jnne 16. lVt%. iht Commissioner of FDA 
Isautd rerJscd retniattoni coneerntne enFor^ment procediirts tn whleh the rommfssloner a^knowlMctd 
hut did not 3«fktochanc«tb«faci thatib« FederafFoodt Dm? and Cosmetic Act and the l^ibllc Uenltb 
SetTlM Act b av* nospfciflc pw^vtslons t o wttbor ire t h^ 8«*n*y to otdet ml nist r'Jw elV the recallof f lobt If e 
toodi, drtuts ml osmetics and bloiofllcs. 

H21 CFR part TT 

n tt<arim» «upr« uoit 5* ftt p. 33. 
** id* «t p* 34. 
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As indicfitetl by the minutes, the Health HjiiSiml Evaluation Bonnl 
various deeision options. The Bonnl designated the Im^artl from use of 
these produets as *1ife threateninj?'* ami the probability of death from 
their use as sic:nifieant. Furthermore, it deeltireil the etiuieal nature of 
theha^snnl to he *'subaeut€'*, that is, ''maximum general effect attiunc<l 
in days/one week.'* 

2< Classification of the Cho-Free andNeo-MuU-Soy R€calL—0]}Qnxim^ 
under FDA res?uIatory guidelines, the Health Haiiartl Evaluation 
Board reported its fin<finp to ilie FDA Division of Ee*rulator^* Guid- 
anee whieh has responslbdity for undertakincc the recMI. At this point, 
the Division of Rej^ulatoo' Guidanee elassified the reetilt of the 
formulas as Class II, which had the elFeet of direetly overridiiiir the 
reeommendation of the Health Hiizar<l Board and disre<ranlin<r FDA 
regulations wliieh distinguish between Class I and Class II reealls: 

Class I is a situation in whieh there is a reasontible probti- 
biUty that the use of or exnosuix^ to a violative prodiiet will 
eause serious adverse health eonscqueneos or deaih. 

Class II is a situation in whieh use of or exposiu^e to a 
violative prodiiet may eause temporary or medieally reversi- 
ble adverse health eonscquenees, or where ihe probability of 
serious adverse health eonsequenees is remote.^* 

Congressman Norman Lent, Kepubliean of New York, expressed 
subcommittee sentiment eoneeming the downgrading of the Board's 
determination: 

Congressman Lent. I am reading these minutes ... It 
states, 'life threatening?/' footnote 1, "signifieant probability 
of death." That is a Class I hazani, is ii "ot? 

I have to say ihat I have a lot of diffieulty understand in|r 
how ihe mind of man works. The so-eall«l minutes speak 
for themselves, of eourse. It would seem to me that some- 
where between the meeting and what iietually happened 
somebody ehanpcd this ihing from a Class I reeall into a 
pass 2 recall. The ramifieations of that ehange are, aeeortl- 
ing to the regulations, (piite signifieant.^ 

Mr. Curtis C. Coker, Jr., Assistant to the Direetor, Division of 
Eegulatoty Guidanee, Bureau of Foods, testified that he was responsi- 
ble for the recommendation whieh led to ihe Class II leealh In support 
of his action. Mr. Coker atgued that ihe Health Hazard Evaluation 
Board felt the risk of death was extremely remote and that irreversible 
health consequeoccs- would not occur,^* 

Mr. Coker's view of the Boanl's findings were not substantiated 
either by the minutes of ihe Boanl's meeting or during the subcom- 
mittee's hearing. Dr, Vanderveen rcitcrate<l the decision of the Board 
in testimony at the hearimi:; '*\Vc intende ! to indicate it was a life- 
threatenin<^ situation.'"* He testified further that the Boanl reached 
no conclusion with resi>ect to the irreversibility of health consequ- 
ences,'* The inconclusive view on long term consequences of chloride 

v>2\ CFB7.« 
UtnrinQt, tapra not^ 5, at p. 42. 

at p. 43. 

at p. 30. 
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tleprivation ivas buttresser) hy Dr. Roy who testified that science has 
not yet matic that determination.^ 

Testimony was so\^ht from Commissioner Goyan concerning the 
recall classiiicfition. He initially stated that he cntlorse<l the Class II 
determination: 

I have had an opportunity to review the decision now. It is 
my belief tiiat the decision at tlie time was correct to label 
it aass 2?^ 

He wa^ questioned regarding tlio legal justification for his cn- 
dors3ment, liarticiilixrly m light of the Board's chissification: 

Dr. GoYAX. It is my understanding that the difference 
between Class I and Class 2 was understood to be somewhat 
different from the re^ulation*i you arc liointing out - - - ^ 

Mr* GoHE. Where is that in the rc^ilations Doctor? W6at 
section is that? 

Dr. GoYAx. I do not know that it is in the regnlations.^^ 

Congressman Mottl pursued the issue of classification from the 
standpoint of providing niaxinnun protection to the public. He asketl 
the Commissioner: 

Mr. Mottl. * . . AVouldn*t it have been more pnidcnt, if 
there is a close cull, to be on the side of prevention that 
nothin*: serious coultl happen in our society and categorizing 
it as No. 1 category rather than Ko. 2? onldn't that have 
been prudent^ esjjecially when yonr advisory committee said 
there was a significant likelihood of death? 

Dr. Goyan* I think I am convinced you arc correct in 
that. I think that if we are close on a decision we perhaps 
shouldr if we are to refer to it as error^ we sliouhl err in that 
direction.^* 

Later in the hcarinifj Commissioner Goyan altered his initial view- 
point of the classification. When Congressman Lent iiltiniiiteK' sought 
an cxi>lanation for how a 'life threatening situation" rcs\ifte<l in a 
Class ll recall, Commissioner Goyan testified. 

I would like to say^ however, that after my interaction 
later, I believe we would make it n class I totUiy.^* 

The subcommittee believes that the recall should have been catc- 
fiforized as class I from its inception on August 2, 1979. On Novem- 
ber 21, 1979, 3 weeks after the subcommittee's hearing, the FDA 
roclassified the rceall as class I.^* 

The subcommittee conchides that FDA Ecgulatory Guidance offi- 
cials ovcrrnled the recommendation of the FDA Health Hazant 
Evaluation Board without justifieation and misclassified tiic recall* 
Thc sabcomniittec believes tliat a unilateral power to overrule health 
experts should not rest with compliance officials. Therefore the Sub* 
committee recommends that FDA regultitions be chimgcd to cNpUeitly 

»< id* ftt p. «. 
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preclude administratiTc downgrading of a determination by the 
Health Hazanl Evaluation Board except by express action of the 
Commissioner. 

3. Designated Level of the Effectiveness Okeck in the Oko-Free and 
Neo-Mult-Soy Recall. — The purpose of effectiveness checks is to verify 
that all consignees have received notification about the recall and 
ha^e taken appropriate action. According to FDA regulation, a re- 
calling firm wiH ordinarily be responsible for conducting effectiveness 
checks but the FDA will assist in this task when necessary and appro- 
priate**' It is theresponsibility of the Division of Kegulatory Gudianc^ 
to recommend a level of effectiveness checks within the foUowinpr 
regulatory categories. 

Level A — lOO percent of the total number of consignees to b? 
contacted; 

Level B — Some percentage of the total number of consignees 
to be contacted, which percentage is to be determined on a case- 
by-case basis, but is greater than lO percent and less thaR 100 
percent of the total number of consignees: 

Level C — lO percent of the total number of consignees to be 
contacted; 

Level t> — 2 percent of the total number of consii^nees to be 
contacted ; or 

Level E^— No effectiveness checks.^' 
In this case, the level of effectiveness check for the recall was set 
at level This meant that a check of lO percent of Syntex consignees 
was required to obtain evidence of compliance. It emerged at the 
hearin<; that FDA was confused over the meaning of its own regula- 
tions. In response to a question by Congressman Lent, Commissioner 
Goyan cscplainctl the meaning of a Level C effectiveness check as 
follows; 

"For" our Agency only. That is, we would check at that level 
[Level CI. Syntex was obligated to lOO percent. We w'ere obli- 
gated to do a 10 percent check to indicate that they had been 
successful." ** 

Mr, Paul Freiman, President of Syntex Laboratories, Inc. de- 
scribed his understanding of Level C effectiveness checks as quite 
different than the FDA Commissioner* 

In light of these facts, the FDA classiHcd the recall as one 
which requires effectiveness checks to be made with lO per- 
cent of the customers to whom the sales are made. Syntex, 
although only required by enforcement policy to spot check 
10 percent of its customers^ actually contacted almost all of 
its customers in order to assure that products were removed 
from the store shelvcs.^^ 

From the foresjoingj it is evident that the FDA must review and 
clarify its procemires and regulations for both determining the level 
of effectiveness checks and communicating that determination to the 
manufacturer. If FDA, wanted Syntex to spot check more than lO 
percent of consignees it should have established a higher level of 

«21 CPEPart7.«tb><3). 
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effect i\^enefis check- The confusion thatjtjrescnt procedures permit, 
both w'ithin the FDA and between the FDA and the manufaeturei, 
must be eliminated. 

There is yet one other aspeet of the effeetiveness eheek that nee(b 
to be addressed. Level with its clieek of only 10 percent of eon- 
siirnees, is not adequate to safe^ruarcl heahh when a life-threatening!: 
sitimtion is involved, sueh as existe*! with i>)speet to infant formula. 
It is imjierative that )>roeetiiirGS involviuj: infant formula reeall 
permu only Level A effeetiveness eheeks to be made, when formula 
use poses sueh potentially serious eonsequenees. 

C. Monitorintj of recoil effectiveness 

Tlie subeommittee reviewed the manner in whieh the FDA moni- 
tored the recall effeetiveness. Commissioner Goyiin admitted durin^r 
the hearinj; that the FDA did not make any effectiveness eheeks 
until a week before the hearing — almost 3 months after the a^reney's 
experts had detennined that a life threatening situation existed. 
Dr. Goyan attributed this delay to eoinmunication problems** and 
to confusion between the San Francisco Ke^rional OfRce and FDA 
headquarters." FDA Associate Commissioner for Eegulatory AfTairs, 
J. Paul^ Hile, testified somewhat apolo|rctically that FDA actions 
concerning the effectiveness check on this recall did "not icflcct our 
procedures".*® 

The FDA's dela;y in this instance is inexcusable anti intolerable- 
The actency must immctliatcly evaluate its procedures and build in 
administrative mechanisms to insure that recalls arc closely and 
effectively monitored. It would tiot appear to be unreasonable to 
cx|>oct that effectiveness checks of infant foimulu recall be commenced 
within one week after recall is initiated. 

D. Success of recall 

Both the FDA and Syntex tcstificti that the recall was succcssfuh 
Commissioner Goyan described the recall as 95 pcrccn*. cfTcetivc. HoW- 
crcTt his estimate of success was made as of October -il, 1979, fully 3 
months after the danjrer was identified— a delay so lonj: after recall 
inception that it could not yield n meaningful evaluation of recall 
success* 

Moreover, the Commissioner's assessment c\*cn at the end of Octo- 
ber appears to have been overly optimi^ic. According to information 
presented to the subcommittee, considerable formula remained on 
sale at that time^ The General Accounting OfRcc found formuU on 
shelves in Detroit, Washington, Xcw York, &in Fmucisco, and Los 
Angeles; the National Broadcasting Co. afRliatcs found the product 
in stores in several cities around the countr>'; and, the FDA found the 
product in the Wushinixton D»C. area and so notified Syntex on Octo- 
ber 19, 1979.^*^* Finally^ Congressman Gore's staff discovered Neo- 
Mull-Soy ou the shelves m Tciincssee and as the Cougrcssman charac- 
terized it, "everyone who looked for the recall products found it.'* 

W, at p. M. 
*t Mm p. ^4. 
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Moreover, because FDA regulations relate effectiveness checks to 
a percentage of the total number of consijaiecs and do not require 
consignees to acknowledge contact, the assignment of any numerical 
value to the relative level of effectiveness is senseless. During the 
hraring, Congressman Mottl su*j^estcd to Syntex Ftesident Freiman 
thnt the recall procedure \Vould be strengthened by requiring ^iiolc- 



notification. Mr Frcitnan agreed that this could bo a helpful step.*' 
The subcommittee therefore recommends that the FDA revise exist- 
ing regulations to require consignees, after ttiey have been notified 
of the recall, to acknoiVledsc notification and provide verification that 
they have complied with tne requested recall. 

E. Failure by Syntex to cooperate v:ith the PDA 

The subcommittee established that Syntex failed to cooperate ^ith 
FDA in two important areas. In the first instance, Syntex inexcusably 
excluded FDA from a meeting held in San Francisco on August I, 
1979. At that meeting, metUcal experts, inrJuding CDC personnel, 
discussed their findings with respect to children who were ulkalotie 
after using Syntex formulas. At the subcommittee hearing, Dr. Van- 
derveen testified that FDA had requested permission to attend but 
that "Syntex refused te grant an invitation.*' ^ 

Second, Syntex did not comply with FDA requests for information 
concerning the infant formula pnHluets. Syntex laboratories were 
visited by FDA regional staff on August 28, September 5, and Septem- 
ber 17, 1979^ Information sought but unavailable at those times still 
had not been provitled by Syntex to FDA at the time of the Novem- 
ber I hearing. Mr. Thompson of Syntex testifiwl that all outstanding 
information woidd be supplied to FDA on the following day. However, 
on November 20, 1979, the subcommittee chairman was informed 
that o of 14 questions posed to Syntex m the FDA remained un- 
answered. These questions not only referred to past events but sought 
information concerning formula lots manufactured since the recall, 
and what tests, if any, had been performed on them. 

While the level of Syntex cooperation left miieli to be desired, it is 
clear that part of the blame must be attributed to deficiencies in FDA 
procedures, ^^orcover, confusion existed within FDA itself as to the 
level of Syntex cooperation. On the one hand, the FDA's regional 
ofTtec met resistance to its requests for information and was excluded 
from a crucial meeting. On the other haiid^ Mr. Ilile of the FDA^s 
central office inexplicably described Syntex actions as fully 
cooperative,^ 

ilie ]]Ossibility of company resistance rafecs anew the need for 
increased FDA authority to tfcjd with urgent recall situations such as 
existed in this instance. FDA has no authority to force companies to 
respond to its requests for information- On thnt point. Dr. Shane Roy 
testified^ '*I have been somc%"hat naive, I think, in expecting that the 
FDA had the power to require or to nsk of a formula manufacturer 
infoimation related to their manufacture and quality control of 
that product . . Moreover^ FDA cannot force companies to 
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expeditiously reenll fiuilty products from tl»e mnrkeU In the flbsenee 
of eourt-ortlenKi seizure netion, the FDA must (lepemt on manufne- 
turer willingness lo comply. Under sueh ciren instances it is entirely 
possible that the FDA would choose lo aeeept pDriiat response to its 
clireetives, fearing that eonfrontaition under present mithoritics eouM 
terminate eooperation entirely. In eases of infant formula reeiill, the 
Siibeommittee believes that FDA must have the authority (a) to 
inspect manufnetiirers' records an<l (b) to enforee complinnee with 
recull directives whenever a elass I reeall of infant formula is in efFeet. 

VI, PO±?Sl»LE VIOLATIOX OF LAW 

According: to an FDA memo of Au^^ust 6, 1079, Syiitex was in 
possible viohition of two different sections of the Foocl, Dru^ and 
('osmetic Act:" section 402 whieh defines the adulteration of nn 
article of food and seetion 408 whieU defines the misbranding of nn 
article of food. 

A, Ailuiteration (sec. 403^ 

Seetioii 402 of the act provides that "A food shall be deemed to be 
adulterated . , . if it is otherwise unfit for food"** . , . or ''If any 
valuable constituent lias been in wliole or in part omitted or ab- 
stracted therefrom".^' 

^yhetlier the Syntex formulas were adulterated and in violation of 
Section 402 def}en(ls upou whether ehloride is a valuable eonstituent 
or whether infant formula with insuflieient auiounts' of rtdoride is 
unfit for food. The suheommittee believes that the fiicts demonstrated 
that tile fitness of the formula is dependentj in partj upon ehloride 
miteiit, which elenrty is a vital in^rretlient. 

Tlie deleterious potential of low ehloride formnhi on infants was 
evidenced ii^ this episode by (a) the decision of the FDA Ilealth 
Hazard Byaluution Tiowrd that the chloride-deficient formulas repre- 
sented a life-tlii^atoniD<^ tumird and (b) tlie testimony of physieinus 
and pareiUs at the hearing that elinieal illness amon^ infants was 
severe/* The importance of ehloride to the overall nutritionnl ade- 
tjuacy of Cho-Frec and Xeo-Mull-So^" was manifest not oiil^'^ by the 
faet tliat the AAP's Committee on Nutrition reeommended in 1976 a 
mirimnm eoneentration for eliloridc in infant formula but also by the 
U\v\ 'hat once the ehloride deficieaey was diseovered, Syntex restored 
udeqUate amounts of ehloride to its produets. At leat^t retrost>eetively 
Syntex eonsidered ehloride n constituent of vahie to tlieir formulas. 

Cloudinsr the issue of ehloride's value is the faci that FDA re^ruln- 
tionf^ in elfect at the time of this incident did not list ehloride as one 
of the important ingredients in infant formula. However, these rejju- 
Intions are based on pre-1971 s^cientifie kno\Wedjre and opinion, sinec 
infnnt formula regulations wefc Inst promulgated by the iPDA durinp 
that yf?nr. It is quite possible thnt if the FDA hnd uinluted its re*;u- 
lations by following: those ndoiited in 1976 hy the AAP, the events 
deseribe(r in this rej)ort would have been avoided. Unfortunately, the 
FDA did noi take that aetion until after trns^'edy struek. 

«2I U.S.r.3ilfft)0). 

t;.&.c.343(b)a). 

^1 Htvi9^tttt^a note !^ at pp. 
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On Janunry 29, 1980 the FDA ncknowlcdacd the importance of 
chloride in infant formulas in a letter to the Sul^conimittee Chairman, 
as follows: 

We have un(l rtaken a thorough review of our existinj:: 
atlministrative und statutory authorities to tletermine if 
changes are needed As a result of that assessment> we have 
deciiled to: 

Kevise our existing refrulation on the nutrient com- 
position of infant foods (21 CFK 105.65) to incorporate 
additional essential nutrients such as chloride and to 
ensure that the regulation is in full accord with the 
nutrient quality guidelines of the American Academy 
of Petliatrics (AAF) and current knowledge of the most 
appropriate composition of infant formulas/* 
With this acknowledgement by FDA, it would now appear that all 
parties agree that chloride is an essential ingredient of infant formula* 

B. Misbranding (sec 40S) 

Misbrandinfr, in violation of the Footl, Drug and Cosmetic Act, can 
occur by either labeling or advertising. In considering whether an 
article of food is misbranded two sections of the act must be considered * 

Section 20Un):«* 

If an article is alleged to be misbranded because the 
labeling or advertising is misleading, then in (leterminint: 
whether the labeling or advertising is misleading there shall 
be taken into account (among other tilings) not only repre- 
sentations made or suggested by statement, word, design, 
device, or any combination thereof, but iilso the extent to 
which the labeling or advertising fails to reveal facts material 
in the light of such representations or material with res|>ect to 
consequences which mi\y result from the use of the artidp to 
which the labeling or a(rvertisin<r relates under the conditions 
of use prescribccr in the labeling or advertising thereof or 
under such conditions of use as are customary or usual 

Section 403(a):*' 

A food shall be deemed to be misbranded if (1) its labeling 
is false or misleading in any particular, or (2) in the case of a 
food to which section 411 applies, its advertising is false or 
misleading in a material res]>ect or it^ labeling is in violation 
of section 411(b)(2)\*' 

The subcommittee reviewed labeling and other product information 
provitled to consumers and health pnrfessicnals. 

L Labeling. — During 1978-79, Syntex mnrketcti Cho-Free flnd 
Neo-Mull*Soy with labels that respectively specified u chloride 
content and a salt content in the list of ingredients. Because both 
products contiiined low to barely detectable concentrations of chloride, 
the Subcommittee explored the possibiUties that both products were 

» LtiUriTom FDA CwnmiiSloner J*re norm to CojiErcssman Ectliftrdt. Chaimiwi* SHbcommilUf on 

*^2iV,8.C.a«to). ^ , . ^ 

4 AcconJIfil lo 3««aon 411(c)(3) and ?DA nwilaltoiks KovmUtift \nM fomiiila m C.K.C. lU^). Infant 



21 



16 

misrepresented as to their chlorule contents. If Syntex had accurately 
represented the low-chloride content, ill effects suffered by over one 
hundred children may have been prevented. 

a. Oko~Free labeling 
Labels on cans of Cho-Free indicated that the product contained 
0.32 prams of chloride i>er quart of formula after it was properly 
diluted l:i with water. Chloride in this concentration approximates 
9 milliequivalents per liter The 1976 AAP recommendation specified 
ft minimum of 11 milliequivalents per liter** Evidence presented 
at the hearing; and documents obtained from the FDA demonstrated 
that Cho-Free chloride concentrations were substantially lower than 
either figure: 

(i) An FDA Telex transmission of early August 1979 stated that 
"[Ajnalytical T^*ork performed by recallmg firm on all lots * . v manu- 
factured sinre Januai^ 1, 1978, revealed the following range of chlo- 
ride levelsr^O.OOS to 0.095 grams per quart" (0.14 to 2.6 milli eq\iiv- 
alents per liter) of chloride.** The cnlorfde level claimed by the label 
was reiterated in the Telex as 0,82 grams per quart. 

(ii) Syntex analyses of Cho-Free formula Lots Nos. 0879, F1029, 
and 1459 disclosed chloride concentrations equivalent to 0.6, 6,0, 
and 6*6 milliequivalents per liter of diluted formula — 5 percent, 
55 jjorcent and 60 percent, respectively, of the AAP recommended 
minimum and 7 percent, 67 percent and 73 ])erccnt, respectively, 
of the level d^umed on the label.** 

^ (iii) An FDA Collection Eei)ort on Sample Number 79-161-991 
cited a case of metabolic alkalosis in an infant \vho had heen fed from 
Cho-Free Lot No, E3638, manufacturetl late in IfffS.** An FDA 
analysis of aliqiiots from this lot demonstrated a chloride content 
eq\uvalent to 0.111 p:rams per quart (3 milliequivalents per liter) 
of tlUuted formula,*^ 

(iv) At the hearin^^ Mr. Thompson of Syntex was qiierie/l aboui 
the concern tration of chloride in Cho-Free, He replied. "fTlhere is 
no question but what there arc lower chloride levels in there than 
"are represented on the can . . 

. From these facts the Subcommittee concludes that Syntex marketed 
Cho-Free in cans that were mislabeled as to the chloride content of 
the product in apparent violation of the Food, Drup and Cosmetic 
Afet . 

B. NeO'MitU'Soy labeling 

Neo-Mull-SoyI,abel No. 07-2828--30 listed amonp ingredients '*salt'' 
at 0*03 {rrams per 100 {Trams. The significance of the word '*salt" to 
Syntex Corporation emerged during testimony of Mr. Frieman: 
''Chloride is part of sodium chloride, which is salt*\*^ In specific terms, 
chloritle accounts for roughly 60 percent of the weight of salt and 
sodium roughly 40 percent. Thus a product containing O.O^J K^ams of 
*'salt'* per 100 grams contains 0.018 grams of chloride per 100 firams* 
This amount is^ equal to approximately 5 milliequivalents of chloride 
per liter of liquid product. 



•* FDA TfTw from J, cfwsldy. S«i FVftncfsco Dbtrid Ofllt*. to bU FDA drsirfct cmcts* A«ft. 18^. 
**5t(9fdnot«£l. 
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An FDA Establishment Report (late<l August l, 2, 9, l979, in<li- 
cates that salt was not a<I<Ie<I to the Neo-Miill-Soy formula at the 
SyntexElirinPlantasof Mareh 27, 1 978.^* On i)ro<Iuets paeka^]:et^ three 
an<I one half months later, however, the Corporation used labels in<li- 
eatlng that 0.03 prams of salt pftr lOO prams were present.^' 

On August 31, 1978. the FDA obtainc<l cans of Neo-Mull-Soy Lot 
No. 1988C from the Elgin, Illinois plant of Syntex. These cans bore 
Neo-MuU-Soy Label No, 07-2328-30, listing a salt content in the 
product of 0,03 ^rams per lOO grams, an amount equal to 5 milli- 
equivalents per liter (quart) of formula. Analysis of this pnxluct by 
the FDA reveale<I 0.091 grams of dilori<le per quart of formula, or 
approximately 2.5 mitliequivalents per liter.^^ This is approximately 
50 percent of the chlori<lc amount in(licate<l by the lablel. 

The subcommittee concIu<Ies that Neo-Mull-Soy was mislabeled as 
to its chloride content in apparent violation of the Foo<tj Drug an<l 
Cosmetic Act. 

2, Advertising.— Dimng its investigation the Subcommittee found 
that Syntex provi<le<I inaccurate information to the me<lical com- 
munity about the chlori<lc content of Cho-Free an<I Neo-MuII-Soy, 
The 1979 Physicians Desk Ecference states on page l7ll, nn<lcr the 
heading **Cho-Free," that the product contains 0.32 grams of chlori<le. 
From the foregomg section, it is dear that chloride concentrations in 
Clio-Free during tfie perio<l this PDE was current, were fnr less. 

Moreover, un<ler the Cho-Free reference, the PDR states, "Same 
formulation as Neo-MuU-Soy except for the absence of a<lded carbo- 
hydrates/' Given that a content of chloride is state<l for Cho-Free 
and thut no mention of either chloride or salt content is made under 
the listin£C for Neo-Mull-Soy, practioners could be misled into assum- 
ing that Neo-MuU-Soy containe<l the i<icntical an<l nutritionally ade- 
quate chloride contents represented in Cho-Free. Dr. Eoy, in fact, 
testified that "I went to tne product information that I ha<l access 
to and tookc<l up what the formula was supi)t^e to contain,^^ , , ."It 
appeare<l a<lcc|uatc from what the pro<litct mformation sai<l it should 
contain,'* Further, in a manuscript accei)te<l for publication in 
Pediatrics and ma<Ic available to the subcommittee, Drs. Harvey 
Grossman an<I his associates state, in citing the 1979 PDE and <lis- 
cussinj; the clilori<Ic content of Neo-Mull-Soy, "In addition the con- 
centrations of ddori<lc in these hatches of formula were consi<lcrabljr 
lower than the level <leclarc<l by the manufacturer."^* Clearly, if 
Syntex ha<l accurately represent©! the low chloride content in these 
products, the ill-efrccts suncre<l by at least sonic of the afTected infants 
wouhl un<lotibte<Uy have been prevcntc<L 

The subcoinuiiitcc finds that the 1979 PDE was inaccurate an<I 
misleading in the nutritional information that is provide<l on Cho- 
Free and Neo-Mull-Soy, in apparent violation of the Foo<I, Drug an<l 
Cosmetic Act. 



^ r^tR^Kimftum not* is. nt h. 

**Oros*mft«, II. n al "The Dl^inry Chlortilc Ddltkncy SSfjidfom**" piibUcnJton forthcoming 
In rMllfluIes^ 
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C. Prohibited Acts (sec. SOD 

By virtue of the fact Syntcx marketed products timt appeared to 
be in violntion of seetions 402 and 403/^ tlie Subcommittee believes 
that Syntcx also may luive violated seetion 301(a) of tlie net: 

The introduction or tleUvery for intiotliiction into inter- 
state commerce of any food, dni^, device or cosmetic tliat is 
adulterated or misbrande<l.^^ 

In view of the aj)j9arent violations of the Food, Dni^r, ami Cosmetic 
Act, and because the Department of Justice bears resj)onsibiltty for 
<lctenninin<; whether prosecution may be warranted, ami for pros- 
ecutin*; violations of the act where circumstances wnrnint, the matter 
will be referred to the Dc|>artment for prosecutive opinion. 

vir. IXFAXT foumula: coxsidehatioxs for riii; futubi^ 

A. A unique jooil rerjuires spmcU consideration 

The consequences of a nutritionally uiadequatc diet on devcloi)iii^ 
infants became readily apparent during the course of the investii^a- 
tion* Infants on cliloridcKfcftctent formuhis had a poor nppetitL* and 
were failing to fjniii weijilit; moreover, they exhibited failure to thrive 
and suffered constipation.^ 

While chloride deficiency jj^cncrally develops slowly, it i;* known to 
cause metabolic alkalosis. The onset of symj)toms, which inclntle 
vomitin^;, diarrhea, and j)oor growth, may be hastened in infants who 
receive ehloiidc deficleut formulas without other food. All of the. 
infaut£» known to have devcIoj)ed alkalosis while receiving: N*co-Mull- 
Soy were two to nine months old and had no other source of <lictar>^ 
salt," 

The effects of using: Neo-MuU-Soy for an extended period of time 
were described at the hearinp; by Mr. MaiTin David Hill, father of 
Dou£;las Hill, a victim of chloride deficiency. Dou<;Ias was fed Neo- 
Mnli-Soy as his sole food imtil four months of a*rc.^* Mr. Hill test- 
fied: "^^e thought we hati a normal hetdtliy baby." . . fourdoctoi^ 
came into onr room and they told us they would put the infant on a 
heart ami respiratory monitor and ^^ive him an IV (intra vciioiis feetl- 
ing). The potassium level was so low they were afnud it might cause 
an Irregular heart beat."*** Mr. Hill further testified that one phy- 
iieian indieateil that the blootl that was in this ehiltPs veins was riot 
of a quality to sustain life** TheTonjr term conseqnenees of chloride 
<leficiency arc less clear than the acute illness, leaving a uag^iti^ un-* 
certainty about the future. Dr. Jose Cordcro, a [Hidiatrician, and the- 
principal investigator for the Center tor Disease Control representing 
the Birth Defects Bmneh, Bureau of Epidemiology testified that: the 
CDO was developing a registry of affeeteil infants hi ortler to gather 
data that would lielp determine jwssible long term effects of alkalosis 
due to low eldoritle levels in baby fonniila. It is possible that tlierc are 
other more subtle illnesses ami/or symptoms,*' 



w£i ir.ac.»2,m 

^ litathgt, wpra nolo Hi 

» fl, »t pp. 2*^25. 
)» /dL at p. 15. 
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With this kind of hisidcoii!^ potential for serious harm, steps must 
he taken to \ns\xi-o that the eompositions of infant rormiila are nutri- 
tionalljV adequate. Clearly, the dietary rec)iiircments of infant formula 
avo unique and eall for ^pceial consideration. 

This need \vas roeoi;nized by the AAP's Committee on Nutrition in 
1974, when it deliberated over s]>eeific minimum nutrient levels for 
infant formulas. The committee revised its basic minimum standanls 
and rreommended that a ]>roduct contain the requisite nutrients at 
the proposed levels heforo permitting the label ''infant formula'*. The 
committee expUined i\\e basis for its decision as foUoM^: 

Infants prrow most rapidly durinp: the fitst 4 to 6 months of 
life* Nutrient requirements are most critlenl in this period, 
durinir whleh nutritional defielencics can have lasting;: effects 
on srrowih and development." 

. , . there is a risk of fostcrinfi; other forms of malnutrition 
if the new products do not provide all nutrients needed by 
the infant.''*^ 

The subcommittee is persuaded by the AAP's reasoning and a<rrees 
with its recommendation. The subcommittee thei-efoj-c ui^es Congress 
to enaet le^islntion creatinjr a unique category of ^'infant formula" 
food, that IS, food which is intended for use by normal infants as a 
sole source food and which mcetb certain minimum nutritional 
retpiirenients. 

B. Testijuf: An ijuHspensable need 

Current FDA i-ei^ulntions do not rcq^iirc infant formulas to be 
tested for nutritional adequacy by either tlie inanufacturGr or the 
FDA before marketinpr, at rensonable periods durinsr marketing, or 
after reformulations. In the ease involvinp: Cho-Frcc and Xeo-Slull- 
Soy, the failure to conduct product testintj, after ehanpres in the 
manufaeiurin<r procedure, permitted deficient Ic^'els of chloride in the 
formulas to go undetected until loiur after infants were stncken. 

After Syntex eliminated salt from formulas for Neo-Mull-Soy and 
Cho-Froe in late 1977, the company did not conduct any chloride 
assays on the products durin<; the year and a half that followed.*^ 
Mr Fi-eiman, rrosident of Syutex, testified that the chloride assays 
had been discontinued by Syntex as a result of the decision of a 
com))any nutritionist in its Effrin, 111., plant, who considered the assay 



cials within Syntex were not informed of this change in analytical 
procedure.*' 

Mr. Freiinan ndinitted durin<r a colloquy with Couirressman Gore 
that the failure ^o test after reformulation of the pix»diiet was a 
mistake: 

Mr. GouK. Vou reformulated your product after the tostinjr 
^ ifor chloride was stopped, is that correct? 
^ Mr. FuEiMAN". That is correct. 

Mr. GoiiK. And you didn't test for chioritio after the 
refoimulation^ Is that correct? 

« '^AAP Stand:ml5." #«pf<i note 3. 
*i ll^rlnfts. tuprit nolc 5 at 69. 
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Mr. Frei:iian. Tlmt is correct. 

Mr. Gore. Another mistake, \vi\sn't it? 

Mr. Frbiaian. Ycs,^ 

What is imrticiilarly disturbing with res])cct to Syntex's i>erfomf 
ancc, hoift-evcr^ is that the company apparently dUl not leiim from its 
mistakes. After the near-trajjie ^tutition involving; Cho-Free and 
Keo-MuU-Soy wns discovered and the »TcealI eompletctl^ Syntex 
|)lanne<l to introduce a new rcformulatetl nrodiiet without )>rior test- 
ing of nutritional content. When asked aurin^ the hearing whether 
Uie new product, sehetluled for sale to the public in November 1979. 
had been tested for chloride Mr. Freimiui admitted that testing had 
not been conduct©!.*^ 

Wlicn Mr. MottI questioned Mr. Frciman specifically on the issue 
of testing^ Mr. Freiman's response did not comport with niscompany^s 
actions. 

Mr. MoTru Wouldn't you a^inje after this incident look- 
ing back a little bit that either your company or the FDA 
or both should have some pretesting of the formula since our 
youi^gstcrs, our babies of such tender years, have no alterna- 
tive in many instances for their health and welfare. 

Mr. FftGtMAtf. "Let me say that the concern you arecxpres- 
sin*; is a concern we have as welK*' 

Clearly^ under current law^ the potential exists for repetition of this 
imfortunate episode. The subcommittee therefore recommends that 
Congress enact legislation rcHjuiring, at a minimum^ that "infant 
formulas'^ be tested for nutritional comi)oneuts before mariceting and 
after any reformulation or other change in the manufacturing process. 
Consideration should also be given to re<piiring similar testing at 
periodic intervals during marketing, 

fliib9«qti«ntly. th«mwSyntrcpto<Iiict»w«r«clearvdby FDA for introduction mtocommertv after the 
composition of the r«fonninated Products vrrr«foiinil t0b«a^^qtiat«. 
"/i.atp.OT- 
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OISSEKTIHG VIEWS OF IWi HOKOItABLE KORHAN F. LENT 

RACKING MINORITY HEHBER OF TT1E 
SUBCOMMITTEE OH OVERSIGHT ANO IKVeSTISATIOHS 



CONCURRING IN TT1ESE VIEWS ARE HOKORAS^'iS: 

JAi€S T. BROVHILL 
TOM CORCORAN 
WILLIAM DANNEHEYER 
MARC L. HARKS 
MATTHEW J. RIKALDO 
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DISSENTING VTEWS Of JHZ HONORABLE NORMAN f. LENT 



I must stivrtuously d1^sef;t from the Issuance of this report 
Insofar as It refers thi& Inv^Ptigation to the Department of Justice 
for possible criminal prosecutii^fl (See Recomnendatlon III C)* I had 
been prepared t<f vote to a!>prgu« this r-^port,* even though the report 
overstates sonic:fhat the actua^ events* jecause of the extreme iitv>or- 
tance of assuring that fnfant formula is both safe and effective. I 
still feel this to extreinal^ important. 

However^ a recoiiiJie:i(iat1on of criminal prosecution In this 
situation represents a quantum leap beyond the fact; herein* and 
beyond what is necessary to achieve the goal of safe and effective 
formulas. Moreover* such a referral usurps the statutory duty and 
responsibility of the FDA* runs roughshod over the due process rights 
of the individuals involved* and is counter-productive to the goal of 
assuring parents^ whose allergy-suffering infants must depend on 
these particular products* that the products are in3eed safe and 
effective. 

Consequently* I will explore reasons for strenuously dissent- 
ing from issuing this report with the-referral language Intact. 
Thus* these views will look at Syntex as a compare* its behavior in 
this episode* and then examine the Subcocnmittee*s decision to refer 
the episode to Justice. 

I. 

Syntex is a diversified company which specializes in human 
pharmaceuticals. Its products* In addition to infant foniwlas* 
include an ti- inflammatory drugs to combat arthritis^ topical gels 
for the treatment of skin disorders* oral contraceptives* dental 
supplies* and diagnostlcal aids both for the detection of drug abuse 
and for screening for proper drug dosages. It has never had prob- 
lems of this nature before this episode. The question Is whether 
Syntex acted responsibly after it learned of the problems with the 
formula? 

What was wrong with the formula? Since the products have been 
on the market for over tpn years* the compare had no reason to 
believe the formula was deficient. It had purchased the baby formula 
operation from the Borden Company and had been producing formula at 
its Elgin* Illinois* plant. However* several individual occurrences 
coalesced to result in the chloride content of these products becom- 
ing too low. 



* In the S>ibconinittee*s deliberations* I made a motion to delete 
Recomiieni^tlon Hi C* and Issue the report except for the referral 
t:^ Juitice. Hy motion was defeated 6 to 4. 
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First) the conqsai^ had responded to prevailing scientific 
and medical opinion a few years earlier^ to reduce salt levels 
In formula. The reason was that too much salt In Infants' diets 
caused a craving for It later In life* which could result In high 
blood pressure and hypertension. Second* the water used In making 
the formula was chan9ed. The new supply had less chlorlnatlon and 
no fluoridation — further reducing chloride levels. Third* the 
compai^ changed suppliers of soy protein. The new supply had little 
or no salt. 

The convergence of these events resulted in products with too 
little salt for tliose Infants on them as a sole source. In i^ct» 
throughout most of its existence Neo^HulNSqy had been used primarily 
as a supplement. None of these events* of course* absolves the 
compai^ of liability for too little salt the company officials 
admitted at the hearing that It was a mistake* albeit an honest one. 

I would like to dwell for a moment on the nature of these two 
formulas. They are VGry specialized and represent for some Infants 
the only safe food In the early months of life* due to allergies to 
milk (mother's or cow's)* wheat* oats* com fractions* etc. Syntex 
offered at the hearing* and has subsequently supplied to me* many 
letters from doctors and concerned parents all over the country* 
pleading for these products to be returned to the market. The 
involved Infants^ without these formulas* were suffering from all 
manner of food'-related allergies causing vonriting* colic* Irrltablli'- 
ty* nasal and ear problems some actually were admitted to hos'- 
pitals for staiys up to five days because of intolerance to other 
foods. 

I think that It Is important to keep this episoxle in context. 
By this* I do not mean that Syntex should not be blamed for allowing 
tlie salt content to reach dangerously low levels. However, on a 
nationwide basis, the nunter of Infants affected was very small. The 
fact that Syntex recalled and destroyed over 8 million cans of pro'- 
duct gives some idea of how many Infants were on this formula without 
ill effects. 

How Important does the FDA believe this type of product to be? 
Dr. Oere Goyan* Commissioner of FDA* has stated that infant for^nulas 
of this type are "uniquely Important to the health of this Nation." 
It Is Interesting to note that the FDA tested the reformulated pro- 
ducts and cleared them for re-entry Into the rarket by telegram to 
Syntex on December 17, 1979^ a mere 6 weeks after the hearings* I 
mention this by way of contrast to the majority's view that Syntex 
ms rushing to dump this product back on the market right after the 
recall* because of ill motives. The truth is just the opposite. 
The company was responding to a dire need for its products all across 
the country. 

Also* on that point, I would like to clear up a misconception 
from the hearing. The ccmpai^ was asked at the hearing whether it 
had pre-tested the formulas prior to attempted re^marketing In the 
fall of 1979 after the recall. They Syntex witness answered In the 
negative; but the reason was that he misunderstood the question 
under the rigors of cross-examination. 8y pre-market testing the 
witness thought was meant the use of live Infants, which were not 
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used* However* pre-market U^^ts were done on the composition of the 
formula by assay prior to re-mar keting > 

Huch has been made* and properly so* about the long-term effects 
of chloride deficiency In the Involved infants. The fact of the 
Dfitter is that no one knows what effects there will be» if any. The 
FOA has much evidence that the infants* once given sufficient chlor- 
ide* returned to normal growth* and thrived. 

We all hope ver^ deeply that this is the case* and that there 
will not be ary^ long-term effects. Syntex* on its own* and with the 
National Institute of Health* Is formulating specific plans to 
fallow up the progress of all Involved Infants. Thus* I do not 
believe that U serves the best interests of any of the parties 
Involved for the Subconmittee to trumpet the most frightful possibil- 
ities* none of which can now be evidenced as likely. 

In sumnaryt Insufficient chloride levels caused grave reactions 
in soiTie children being fed Neo-N^ll-Soy or Cho-Free as thefr sole 
source of nutrition for extended periods. Syntex erred and properly 
is being held accountable. 

However* the record of Syntex' actions upon discovering the low 
chloride levels describes a company moving quickly and responsibly 
to recall a defective product* to correct its mistake and to work to 
Insure that another similar Incident cannot occur. Host Importantly* 
it shows a compare deeply concerned about the affected Infants and 
conmitted to monitoring their development. 

In testimony before this Subconmittee* Dr, Roger Erickson of 
the Center for Disease Control in Atlanta* when I asked about Syntex^ 
cooperation with himself and CDC's Dr. Jose Corderc* stated: 

From all I know about iny contacts with them (1*e. 
Synte;4)..an<i those of Dr. Cordero's they have been 
extremely cooperative. It seems to us that they 
have moved rather expeditiously in calling a 
meeting of experts and In deciding to recall 
their product. (Infant Formula Hearings; 9$ IFC 79 
18*19) 

I have had developed a chronology of Syntex' actions relating 
to the Neo-Hull-Soy and Cho-Free recalls which details the company's 
actions. The facts are quite different from the Impressions pre- 
sented by the majority. 
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Chronology of Syntex' Actions 

Relating to the Heo-Hull^Soy and Cho-Free Recalls 

July 1979 t Syntex begins to receive reports from doctors of 

several cases of metabolic alkalosis occurring 
In infants who were using Neo-Mull-Soy. 

July 28* 1979 : Three days after receiving several reports Syntex 
sends Uestem U^lon Hallgrams to £11 pediatri- 
cians and other physicians who specialize in 
treating Infants in the United States * about 
24tO00 doctors. The t^llgrams suggest the doc- 
tors maintain "suitable vigllence"; that "Syntex 
and Its expert consultants are currently engaged 
In a careful review of the reported cases'*; that 
*'we are also evaluating the possibility that 
chloride levels In Syntex' soy fonoulas not 
be sufficient for the protection of ci^rtain 
Individual patients"; and that further Informa- 
tion would follow. 

FDA was read the Hall gram over the tel phone as 
soon as It was coinposed; Syntex keeps FOiA 
Informed dally of all events relating to the 
recalK 

July 28 * 31 1 ; Syntex Invites a group of expert doctors to meet 
1979 with Syntex experts* at coinpany expense^ as soon 

as possible. 

The group Includes nutrition specialists^ a 
physician from the center For Disease Control and 
some of the doctors who had reported cases to 
the company* Including Dr. Shane Roy of 
Tennessee. 

August 1> 1979 : The group of expert doctors meets with company 
experts and provides advice. 

August 1> 1979 : Syntex decides to voluntarily recall Heo-Hi:ll-Soy 
and Cho-Free Immediately. 

August 1* 1979 : Syntex Imnedlately telephones the FDA recall 
coordinator to ask that he clear the company's 
recall documents as soon as possible. 

August 1-2, \ Syntex works through the night and morning of the 
1979 next day to prepare the procedures and documents 

needed to Implement a complete recall. 

August 2> 1979 : Syntex recall documents are approved by FDA; 
recall goes Into high gear. 

August 2* 1979 : Syntex sends Kallgrams to the approximately 
24>000 pediatricians and other specialists to 
whom Syntex* first Hallgram had gone. The 
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August 2, 1979 



August 2, 1979 



August 2, 1979 



August 1979 
August 1979 



September 1979 



September 1979 



September * 
October 1979 



Jlallgram describes the sytnptoms of children who 
had encountered problems* Informs doctors of the 
reconnendatlon of the panel of experts concern* 
Ing appropriate corrective medical measures* ano 
asks the doctors to quarantine any cans tn their 
offices until Sytitex picks them up. 

Syntex sent a first class letter* marked on the 
envelope with the words "UftGENT PAQDUCT R£CALL'' 
to over 100*000 physicians (every doctor that 
could reasonably he expected to encounter the 
situation) and to pediatric nurses. The letters 
repeat Infoniatlon In the Kallgram sent to doc* 
tors* describing the symptoms of children* the 
recoflinendatlon of the panel of exPerts concerning 
corrective medical measures* and asking that any 
cans be quarantined until Syntex picks them up« 

Syntex releases nationally a press statement 
designed to alert mothers and other consumers 
about the recalK It Is covered by television* ' 
radio and newspapers throu^out the United States 

Syntex notifies ever7one to whom It sells Meo- 
Mu11*Soy and ChO'Free by sending first class 
letters* in envelopes marked "URGENT PRODIKT 
R£CAll" In red* to all wholesalers* hospitals* 
food markets and dnig stores who are customers* 
A similar letter was sent to food brokers^ 

Syntex contacts virtually all of Its customers 
In order to Insure ttiat products were removed 
from store shelves. 

Syntex orders all Its 400 salesmen to go beyond 
their normal rounds Into pharmacies* food stores* 
and other places where the products might be 
marketed to spread the Mord of the recall. Over 
26*000 visits are made by the compare's sales 
force In order to help remove product from the 
markets 

Syntex consults Its own experts and Independent 
ped1atr1c*nutr1t1on specialists (Including the 
present and former chairman of the COmuittee on 
Nutrition of the American Academy ef Pediatrics) 
and reformulates Neo*-Hu11*Soy and Clio^free to 
assure appropriate levels of all Ingredients* 
Including chloride. 

Syntex Institutes extraordinary checking and 
Inventory procedures for lots of Neo*Hui1-Soy 
and ChO'Free^ 

Syntex laboratory tests Meo-Hu11-Soy and Cho-Free 
to Insure appropriate levels of all Ingredients 
Including chloride. 
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: Syntex again sends first class tetters In 

envelopes marked "URGENT: PRODUCT RECAir to all 
Its custowers In order to further Inpress upon 
them th^ need to contact their customers to 
Insure thtt few reinalning Isolated cans of pro* 
duct are off the shelves. 

August 1979 * : Syntex* Independently and with NIH» Is formulat- 
ing specific plans to follcw-up on the progress 
of all children reported to It to have had 
adverse reactions to «eo->fell-Soy and Cho-Free, 

September 1979 : Syntex Is rev1eMlng» revising and rewriting Its 
Present normal quality control and assurance procedures 

to Insure there Is no possibility of any recur- 
rence of this or any similar situation^ 



September 7* 
1979 
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II. 

Proper procedures may not always Insure fairness* but Improper 
ones almost always guarantee abuses. The majority's decision to 
reftr the Neo*Hull-Soy and Cho-Free Incidents to the Department of 
Justice for prosecution Is a travesty of doe process. 

From a slicple oversight hearing* the majority has leapfrogged 
Into a usurpation of the powers of the VD^\ and* in the process has 
trajnpled upon the due process rights of the individuals who stand to 
be prosecuted for what can* at the most* be termed technical viola- 
tions of the pertinent statutes. It is one thing to conduct over- 
sight It is quite another to preempt the normal functions of the 
FDA* including the procedural safeguards built into the admlnlstra* 
tlve process. 

Of course* the argument can be made as it was In the Subccm* 
mittee's deliberations on w motion to remove the referral from this 
report — that this is merely a "routine" referral, and that It Is 
highly unlikely that Justice will return an Indictment* and so on. 
This Is cold comfort for the employees of Syntex. 

Worse* It is a specious argument* because the Syntex COn^any 
stands to be severely damaged* and have its reputation ruined* by 
the avalanche of adverse publicity* which Is sure to fbllow such a 
referral. In ftict* the Company has been vilified by the media on 
numerous occasions already. The worst thing is that the parents of 
Infants absolutely dependent on these specialized products will have 
trauma anew when this report is released. 

Thus* I believe It Important to their Peace of mind and to fair 
play* that the current system of prosecution of criminal violations 
be set forth« All must be assured that there Is In place a mech* 
anism — an effective mechanism — for the prosecution of real 
criminal violations. At the same time* thl^; mechanism must be shown 
to afford procedural and substantive due process to those accuseds 

Beginning some 75 years ago. Congress has developed this 
mechanism to regulate the food and drug Ipdustry* which* of course* 
includes infant formula manufacturers. Procedures have evolved to 
Insure the TBif hearing to which eyeryMndivldual is entitled^ 

There Is a clear and logical process involving many critical 
decision points within the Food and Drug Administration* which must 
take place before as serious a step as referring a matter to the 
Etepartment of Justice Is taken. These procedures relate to Section 
305 of the Federal Food, Drug and Cosmetic Act* 21 Section 
335* which states^ , ^ 

HEARING BEFORE REPORT OF CRIHIHAL VIOLATION 

Sec. 305 [335]. Before any violation of this 
Act is reported by the Secretary to any^Uhited 
States attorney for Institution of a criminal 
proceeding* the person against whom such proceed- 
ing Is contenq)lated shall be given appropriate 
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notice and an opportunity to present his vlews^ 
either orally or In writing* with regard to 
such contemplated proceeding. 

Let me trace from start to finish hew the process works In 
pract'ce. An Incident occurs. The local District Office of the 
Food and Drug Administration Initiates a preliminary Investigation 
to look Into 1t^ After gathering Information^ the District Office 
determines 1f> In Its opinion* a violation of the Food* Drug and 
Cosmetic Act has occurred. Decision point one. 

If It believes such Is the case> the FDA District Office then 
takes steps to decide whether such a violation warrants referral to 
the Department of Justice for criminal prosecution. Often* further 
Investigation Is undertaken* facts are reviewed* considerations 
balanced and finally an opinion formulated. Decision point two* 

If the District Office decides no referral to Justice Is proper 
the matter stops here* If It thinks otherwise* It sets forth In 
writing the charges facing the compare and the Individual and pro- 
vides theei with the opportunity to appear In person before the 
District Office to present reasons why the matter should not be 
referred for criminal prosecution. The potential defendant c^ make 
his case to the agency* explaining why events occurred* the surround 
Ing circumstances and the 11ke« Ke Is entitled to a transcript of 
hearing* These procedures are detailed In 21 C«r«R«* Chapter 1, 
(Food and Drug Administration) Subpart E * Criminal Violations* 
Section 7.84* Opportunity for Presentation of Views before Report of 
Criminal Violation. 

After this evidence Is received* the District Office makes a 
determination whether to recommend to TOA Headquarters In 
Uashlngton^ D«C. that the matter be referred to the Department of 
Justice for criminal prosecution* Decision point three* 

The District Office can simply recommefid no* Or It can recom- 
mend yes. If the latter Is the case* TD/V Headquarters takes the 
evidence gathered by Its District Office* the reports of Its Investi 
gators and the hearings, reviews them again and formulates an 
Independent opinion to determine If referral to the Justice Depart- 
ment Is warranted. Decision point four* 

FDA Headquarters can recommend no further action. If so> the 
matter ends* Or It can forward the case to the Department of 
Justice for prosecution* If It does the latter* Justice can either 
initiate procedures to comnence or It can veto FDA's recomnendatlon* 
Decision point five* 

The proper purpose of this subcommittee should be to conduct 
oversight of agencies under our jurisdiction to determine whether 
their procedures afford due process. This does not Include the 
abrogation or usurpation of their functions. The FDA procedures 
detailed above comport with due process. 

The dangers Inherent In the Subconmlttee's actions* In niy 
opinion^ reach far beyond the dimensions of the Syntex case. Ours 
Is a Subcommittee historically dedicated to the protection of due 



35 



30 



process rights. Indeed* one of the Subcomnlttee's principal investi- 
gations during 1978 — fnto charges that the NCAA flouted the due 
process rights of institutions and student athletes — reaffirmed 
that coomitfi^nt* In fact* the Subconmltteet in Its findings concern- 
ing the investigative portion of the NCAA*s activities concluded; 

The Subcomlttee finds that NCAA mentber insti- 
tutions under investigation have been given 
Inadequate notice of the procedures allowed or 
encouraged by the NCAA under which the institu- 
tion Is required to respond to allegations and 
prepare its defense. 

The Subconmittee finds that there Is a perva^ 
sive appearance throughout the investigative 
process that ntenter institutions subject to 
letters of Official Inquiry are presumed guilty 
until proved innocent* which the Siibconmittee 
finds fatally offensive to its sense of fair 
play* Such presumption extends to student 
athletes and other Individuals subject to 
allegations, (NCAA Investigation: 9S IFC 69* 
P* 25) 

In ii|y opinion^ the majority report* insofar as it reconmends 
referral of this investigation to the Justice Departnent for pro- 
secution* unnecessarily goes far beyond the legitimate interests of 
this Siibcomnittee* and injects it Into an area properly within the 
jurisdiction of the FQA. Even assuming that the facts brought out 
by the Subconmittee warranted prosecution — which I do not believe 
can be so Interpreted by ft reasonable person — it is far prefer- 
able to remand the case back to the FDA for further examination* 
rather than risk trampling the due process rights of individuals by 
direct referral, Worse yet Is the distinct possiblTity that the 
Subcommittee's actions will result in a trial by media* In wnich a 
coiDpany — which 1 believe to be a responsible one — Is found 
guilty* and is irreparably harmed. 

Only when clear and convincing evidence of substantial viola- 
tion of law Is uncovered by this Subconmittee should direct referral 
be made. In the Syntex case* the evidence falls far short of this 
standard* and Is* in fact* extremely weak. 

In closing* I would only point to one sentence in the report 
which* to my mind» Is Indicative of the lack of a basis for this 
referral- In Section VI A of the report* the Subcaimittee goes a 
somewhat tortuous path In an effort to make a showing that the 
products were "adulterated" In the legal sense of the word. However* 
in order to make this showing* it must be shown that chloride is a 
valuable constituent of the food. The sentence reads: 

Clouding the issue of chloride's value is the 
fact that FDA regulations In effect at the time 
of this incident did not list chloride as one of 
the iiiq>ortant ingredients in Infant formula. 
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